Atty. Dkt. No. 059893-0103 



REMARKS 

Applicants' representative wishes to thank Examiner Henley for his helpful and 
courteous comments during a telephonic discussion held on September 21, 2006, In 
particular, Applicants thank the Examiner for indicating that the unexpected results submitted 
in Applicants' Declaration under 35 U.S.C. § 1 .132 (attached hereto) will place the 
application into condition for allowance. During the telephonic discussion, Applicants' 
representative explained the contents of the Applicants' Declaration under 35 U.S.C. § 1.132 
and its relevance to the patentability of the application. The reasons presented at the 
interview as warranting favorable action are set forth in more detail below. 

Applicants respectfully requests reconsideration of the present application in view of 
the foregoing amendments the attached Declaration and the arguments that follow. 

Claims 12-13, 21, 24-37 and 39-40 are canceled. 

Claims 15-20, 22, 38, and 41-44 are currently amended. 

Claims 1-11, 14-20, 22, 23, 38, and 41-44 remain pending an under examination. 

This amendment adds, changes and/or deletes claims in this application. A detailed 
listing of all claims that are, or were, in the application, irrespective of whether or not the 
claims remain under examination in the application, is presented, with an appropriate defined 
status identifiers. 

Therefore, after amending the claims as set forth above, claims 1-11, 14-20, 22, 23, 
38, and 41-44 are now pending in this application. 

In the outstanding Office Action dated April 6, 2006, the Office requested evidence of 
unobviousness in light of the cited references (Office Action, p. 6, first paragraph). 
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Applicants respectfully traverse the alleged prima facie case of obviousness based on 
the cited references. However, to further prosecution, Applicants have submitted herewith a 
Declaration with test data establishing at least two distinct results that are unexpected. 

First, the attached Declaration presents test establishing that citric acid alone stabilizes 
simvastatin as effectively as citric acid plus ascorbic acid. This evidence is buttressed by test 
date showing that the stability of formulations containing both simvastatin and ezetimibe is 
comparable to that of equivalent formulations containing only simvastatin as the active 
ingredient (this confirms that preceding point regarding formulations containing only 
simvastatin is relevant to ezetimibe-simvastatin formulations). 

Second, the attached Declaration presents test establishing that uncoated ezetimibe- 
simvastatin formulations with citric acid alone (no ascorbic acid) stabilize simvastatin more 
than coated formulations. As a result, omitting ascorbic acid eliminates the need for an 
elegance coating. 

Accordingly, Applicants respectfully submit that both results are unexpected, and each 
result would separately establish nonobviousness. 

Applicants believe that the present application would be in condition for allowance in 
light of the evidence in the attached Declaration. Therefore, entry of this amendment and 
favorable reconsideration and allowance of the application, as amended, is respectfully 
requested. 

The Commissioner is hereby authorized to charge any additional fees which may be 
required regarding this application under 37 C.F.R. §§ 1.16-1.17, or credit any overpayment, 
to Deposit Account No. 19-0741. Should no proper payment be enclosed herewith, as by a 
check or credit card payment form being in the wrong amount, unsigned, post-dated, 
otherwise improper or informal or even entirely missing, the Commissioner is authorized to 
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charge the unpaid amount to Deposit Account No. 19-0741 . If any extensions of time are 
needed for timely acceptance of papers submitted herewith, Applicants hereby petition for 
such extension under 37 C.F.R. §1 .136 and authorizes payment of any such extensions fees to 
Deposit Account No. 19-0741. 



Respectfully submitted, 



Date 
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FOLEY & LARDNER LLP 
Customer Number: 22428 
Telephone: (202) 295-4059 
Facsimile: (202) 672-5399 



Rouget F. Henschel 
Attorney for Applicant 
Registration No. 39,221 
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Attachment: Executed Declaration under 37 C.F.R. § 1.132 and 
Curriculum Vitae of Shaun Fitzpatrick 
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